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NEW CHEWICAL INFORMATION BULLETIN 

Exemptions for RLD and Test Marketing 

. .  
. .  

. .  
I n t r o d u c t i a n  

.. . . . .  . 

S e c t i o n  5 ( h ) .  of TSCA,. 1 5  USC 2604(h ) , ,  p r O v i d e s ' c 8 r t a i n  
ex.empt'ions ' f r o m  t h e  s e c t i o n  5 ( a ) '  p r e m a n u f a c t u r e ,  n o t i c e ' ,  (PMN) and 
' s . i g n i f i c a n t .  new u s e  n o t i c e  . r e q u i r e m e n t s . '  S e c t i q n  5,("h) (.l) . .  ' ,  

a u t h o r i z e s - E P A  to' allow. p e r s o n s ,  upon a p p l i c a t i o n . ,  t o  m a n u f a c t u r e  
. ("manufacture ."  i n c l u d e s  impo.rt) o r  p r o c e s s  a n e w  , c h e m i c a l  
suhs , tance ,  or'  a che.mi.ca1 s q b k t a n c e  ' sub jec t :  to' a L i g n i f  icant' 'new 
use r u l e  ( S N U R )  f d r  " ' test .  market-2ng.t' -purpo:ses  . ,w- i thout  , .complyin.q ' . 
with  s e c t . i o n  5 ( a ) .  . Sec t ion ' .SCk) : (3 )  kxemptS s u b s t a n c e s  t h a t  . a r e  ' 

r n a n u f a e t u r e d : i n  small q u a n t i t i e s .  s o l e l y  for r e s e a r c h  and  , .  . 
' deee lopment  (R&Dr from t h e  sect.ion 5(a ) '  mot-ice requi rements .  . .  N o  ' : ' 

a p p l i c a t i o n ,  is. r e q u i r e d  f o r  t h e  exem,ption . f . o r  R&D u.hdek'. .. .:. . .  ' .  . sec t ion : . '  5 ( h )  ( 3 ) .  . .. 

. .  
EPA has. '  r ece ived .  numerous q u e s t i Q n s ,  about t h e  isc.op:e o f  t h e  

exempt ion  €or R&D, t h e  d i s t i n c t i o n  b e t w e e n . R & h  anit t e s t - m a r k e t i n g  ' 

exempt ions .  T h e .  PMN:rule.. p r o v i d e s .  d-ef i n i , t i o r i s '  o f , ,  R&D .and . . . ,  t es t  , ' 

( S e e  40 CFR 720, .3(qc)  and  720,.3(gg) I .  ; The gene.ral.S.NUR. , r e p o r t i n g  ' . 

r e f e r e n c e .  
s pe c l  f, i,c ,gu i d  a,nce, t 0: . manu f ac t:ur.e rs a nd pr oce s so2 s ',  of:^ .'new. e hefi i c a'l' ' 

,. a c t i v i t i e - s i  a n d -  t h e  r e q u i r e m e n t s .  associated wi.th.  the'. two ' .  . .  

' market;ing f o r  t h e  p u r p o s e s  o f . s e c t i o n  -5 e-xehpt io .ns .  . . : 

, r e q u i r e m e n , t s  (40 .  CFR 72.1) i n c o ' r p o r s t e  th.e PMN.:def.i 'n'itions, by .' 

- T h i s  New Chemica l  I n f o r m a t i o n  E3ul;leIiin 'p'r6+ides...more 
. . .  . .  . 

' ' s u b s t a n c e s  a n d . : s u b s t a n c e s  subject  . .  , .  t o ; S N U R s .  . .  . .  . 
. .  

. ' Comhanies.' m a n u € a c t u r i n g  an,d p r o c e s s i n g .  . c h e m i c a l  : s u b s t a n c e s  1 '  
u nde r  t he :  ,RtD exempt ion s h o u l d .  .also be :.aware"tIiak' .EPA h a s  _ '  

p u b l h h e d  " a d ' d f t i o n a l .  gu idance .  on. t h e ,  R & b  exempt,ion. i n  , t h e  Federa l  '. 
Register.. " 'Guidance .  has a p p e a r e d  i n  t h e  . p reamble  ' t o -  t h e  I n v e n t o r y  
Repok t ing  Requireme.mts o f .  December' 2.3, , 1977 ,  ( '42  FR: 64572 j . ;  t h e  . . 

n o t i c e  , ' e n t i t l . e d ,  TSCA Chemical ' Subs ta .nces  : Inve&tory ; :  R e m o v a l  'of:  
I n a D P r O p r i a t e l y  'Repor t ed  . S y n f u e l  S u b s t m c e s  of : .F 'ebruary  23, ' 1983 
( 4 8  FR 7683); a.nd t h e . . p r e a m b l e s .  eo . th6  propos6B'arid f i n a l ' : " '  . 
r ev5s iqn . s :  of t h e -  PMN rules p u b l i s h e d  i n - . t h e .  FEDERAL -REGIS.TEK on: 
Decembbr: 2'7, 198.4. and  A p r i l  2 2 , , - f 9 8 6 '  (4.9 'F.R: 50201;. ' and  5% 'FR, 15096)- .  

Re search.. 'and Devei opmen t. 

' .  .A. ' S t . a t u t o r y  . A u t h o r i t y  . . .. ' . '  

. .  . . .  . .  
. .  

. .  
. .  

. . ,  . 
. .  , . 

. .  ,, .. 
, .  . .  

. .  . .  . .  
, . .  . .  . .. . 

. S e c t i o n -  5(h . ) . (3) . ' . exempts  m a n u f a c t u r e r s  . and - '@rocesso .&.o f .  
. c h e m i c a l .  s u b s t a n c e - s  s u b j e c t  t o  TSCA f r o m  t h e  not ice '  r k q u f r e m e n t s  
of s e c t i o n  5(a.) . i f  t h e y  m a n u f a c t u r e  o'r process , t h e  s u b s t a n c e s  . -  1 

. .  
. .  

. .  
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. "Oniy i% small  qu,qn.t i , t i-es ;so.LeIy' f.or t h e  p u r p o s e s  of s c i en t i f i c  
e x p e r i m e n t a t i o n  o r  a n a l y s i s ,  o r  c h e m i c a l  r e s e a r c h  o n ,  o r  a n a l y s i s  
of s u c h  s u b s t a n c e ,  or.anotber s u b s t a n c e ,  i n c l u d i n g  s u c h  r e s e a r c h  
o r  a n a l y s i s  for. .the de.velopment.of a product." 

B. What is R&D, and ces May B e  C o n s i d e r e d  
X&D S u b s t a n c e s ?  

1. R&D a c t i v i t i e s  c a n  be d i s t i n g u i s h e d  by t h e i r  specia1 
purpose. A c t i v i t i e s  are c o n s i d e r e d  R & D  i f  t h e y  are 
i n t e n d e d  s o l e l y  as s c i e n t i f i c  e x p e r i m e n t a t i o n ,  r e s e a r c h ,  
or a n a l y s i s .  R&D i n c l u d e s :  

0 s y n t h e s i s  of new c h e m i c a l  s u b s t a n c e s  
0 a n a l y s i s ,  e x p e r i m e n t a t i o n  o r  r e s e a r c h  o n  new o r  

e x i s t i n g  c h e m i c a l  s u b s t a n c e s .  

3.  

I n  t h e  c o u r s e  oE R&D ' a c t i v i t i e s ,  p r o f e s s i o n a l  
r e s e a r c . h e r s  usi ,ng t h e  s u b s t a n c e s  must be engaged  i n  
c o l l e c t i n g .  i n f o r m a t i o n  a b o u t  and  m o n i t o r i n g  tests of t h e  
c h e m i c a l  s u b s t a n c e s  b e i n g  s t u d i e d  or  d e v e l o p e d .  General 
d i s t r i b u t i o n  of c h e m i c a l  s u b s t a n c e s  t o  consumers  does 
n o t  , c o n s t i t u t e  R&p. 

Chemica l  s u b s t a n c e 9  used  e x c l u s i v e l y  €or R&D are' 
e l i g i b i e  , fo r  t h e  . R & D  exempt ion  i f  t h , e i r  m a n u f a c t u r e r s  
meet all t h e  r e q u i r e m e n t s  associated w i t h  t h e  
exempt ion .  . (See d i s c u s s i o n  of r e q u i r e m e n t s  below)'. The  ' 

. s u b s t a n c e  ,must.either be t h e  focus of R 6 D  itself, 'or, be 
u s e d  .in a n  RLD a c t i v i t y  f o c u s s i n g  o n . a n o t h e r  chemical 
s u b s t a n c e .  The . la t ter  c a t e g o r y  encompasses  r e a g e n t s ,  . 
c h e m i c a l s  t o  b e  used a s  s t a n d a r d s  f o r  c h e m i c a l  a n a l y s i s  
i n . l a b o r a t o z i e s ,  and  i n t e r m e d i a t e s  u sed  solely t o  
produce R&D s u b . s t a n c e s ,  i n c l u d i n g  i n t e r m e d i a t e s  u s e d . i n  
the p r o d u c t i o n  of. p e s t i c i d e s  used  e x c l u s i v e l y  for. R&D. 

' 

The ,pu rpose  of 'R&D. is d i s t i n c t ,  from tes t  m a r k e t i n g *  R & D '  
f o c u s e s  on,the a n a l y s i s  of t h e  chemical o r  p h y s i c a l  
e h a r , a c t e r i s t i c s , . t h i a  performance, or t h e  p r o d u c t i o n  
c h a r a c t e r i s t i c s  of' a . c h e b i c a l  s u b s t a n c e ,  a m i i t u r e  
c o n t a i n i n g  t h e  s u b s t a n c e ,  o r  a n  a r t i c l e .  T e s t  m a r k e t i n g  
focuses on . c u s t o m e r s '  a cce rance  of a c h e m i c a l  
s u b s t a n c e ,  and t h e  p r o b a b l e  demand for a p r o d u c t  i n  a 
m a r k e t  where  i t  w i l l  be compet ing  with o t h e r  goods. 

- .. . 

4. R&D encompasses  a wide  r a n g e  of a c t i v i t i e s  which may 
, o c c u r  i n  a l a b o r a t o r y ,  p i l o t  p l a n t ,  commercial p l a n t  

o u t s l d e . , t h e  r e s e a r c h  f a c i l i t y ,  o r  a t  o t h e r  sites 
. .  
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appropriate  f o r  R&D. T h e  f o l l o w i n s  a c t i v i t i e s  which 
t es t  t h e  p h y s i c a l ,  c h e m i c a l r  p r o d u c t i o n ,  and pe r fo rmance  
cha rac t e r i s t i c s  of a s u b s t a n c e  may be c o n s i d e r e d  a s  R&D: 

0 

0 

.O 

0 

0 

Chemical  s y n t h e s i s  and p h y s i c a l / c h e m l c a l  properties 
t e s t i n g  i n  t h e  l a b o r a t o r y .  

H e a l t h  'and e n v i r o n m e n t a l  e f f e c t s  t e s t i n g .  

T e s t s  o r  d e m o n s t r a t i o n s  of equipment  or p r o d u c t i o n  
processes, which t y p i c a l l y  t a k e  place i n  p i l o t  
f a c i l i t i e s ,  b u t  may a lso  i n v o l v e  p r o d u c t i o n  i n  
f u l l - s c a l e  commercial r u n s  ( e . g e r  t e s t i n g  a new 
chemical t o  ascer ta in  whe the r  it can be produced  i n  
commercial scale equipment ,  o r  t e s t i n g  a new o r  
m o d i f i e d  process t o  d e t e r m i n e  process c a p a b i l i t i e s  
such as yield, u n i f o r m i t y ,  o r  process s c a l e - u p ) .  

E f f i c a c y  and per formance '  tests (e .g. . ,  k e s t i n g  of 
color f a s t n e s s  .of a d y e ,  or th.e e 8 . f i c i e n c y  or 
l f f e t i m e  of a n e w  c a t a l y s t  in a chemical ' 

m a n u f a c t u r i n g  process) 

Consumer p a n e l  t e s t i n g  of: <.he perf:ormankce 
character is t ics  o f  a new chemical subskance .  

- Because  s u c h  t e s t i n g  c o u l d  i n v o l v e  b road  
e x p o s u r e s  t o  new chemica l  s u b s t a n c e s ,  
m a n u f a c t u r e r s  and importers s h o u l d  b e  s u r e  

t h e y  : 

Conside?  t h e  a , c t . i v i t i , e s  of tihe consumer  
p a n e l  i n  any  asse.ssnent of r i s k s .  

N o t i f y  pane l  members of t h e  p o t e n t i a l  f o r  
r i s k s  i n  a manner t h a t  a d e q u a t e l y  informs 
them. 

P r o v i d e  t h e  services of a t e c h n i c a l l y  
q u a l i f i e d  i n d i v i d u a l  who w i l l  S u p e r v i s e  
t 'k-tests d i r e c t l y  i n  a manner which  
o f f e r s  p a n e l i s t s  no less protection t h a n  
would be p r o v i d e d  t o  workers engaged i n  
R&D i n  a l a b o r a t o r y .  

c EPA e n c o u r a g e s  m a n u f a c t u r e r s  and importers t o  
check  w i t h  t h e  O f f i c e  bf TQxic S u b s t a n c e s 6 t o  
d e t e r m i n e  whe the r  t h e i r  consumer p a n e l  t e s t i n q  
a c t i v i t i e s  copply w i t h  t h e  r e q u i r e v e n t s  of t h e  
r u l e .  
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C t  Summary of Reauirements 

1. Although manufacturers of R&D substances are.exempt from. 
submitt5ng a PMN for those substances, they mist beet 
certain requirements set Eorth in sec t i on  5(h)(3) and 
the PMN r u l e .  These requirements are 1 i s t e d . i n  Table I 
and d i scu s sed be 1 ow. 

-1 
RBDuIRplENls EOR R&D EXIMPTION 

&qui rgnent Requirements under Associated 
Ikf ini tions 40 CFR 720 

P r a c t i A n  of s m a ~  7,20:36(a) (1) 720.3 ( cC) 
want i t ies 

Supervision by a 720,36(a) (3) 720.3 (ee) 
technically p l i f  ied 
individual 

No general camnercial 720,36(d) 
USe 

Evaluation of risks 720.361 b) 

Votification of risks 720.36(a) ( 2 )  
720*36(b) (2) 
720*36(~) .. 
720*36( C) (2) Votification of the 

requirement that 
the substance be used 
only for F&D 

&cordkeeping 720*78(b) 

2. EPA has proposed to amend qeneral provisibns for S N U R s  
(40 CFR 721, Subpart A) t o  adopt provisions similar to 
40 CFR 720.36. Processors and their activities would be 
added. Until any amendments are promulgated, manu- 
facturers and processors should  follow 40 CFR 720.36 
when conducting R&D activities with a chemical substance 
$hat is subject to a SNUR.  (See 51 FR 15104 for t h e  
proposed amendments. ) 



D. S m a l l  Q u a n t i t i e s  
, . .. 

-To q u a l i f y  for . ' t he  R&D &xe.mption ' . ' the  subs ta :nce .  i5ust  b e  , '  ' . . .  p a n u f a c t u r , e d  o r  p,rocess&d o n l y -  i n  ?.small quariti'tj$es', " 'i..e..::; i n '  , , 

* q u a n t i t i e s  " tha t :  are n o t  g - r e h k e r  than . .  rea-sonabl,y n e c e s s a r y "  ' for  
. .  

. ., - . .  R&D, purposes ( 4 0  CFR'720. -3(cc , ) ) .  . ' . .. _ .  
. .  . .  , 

1. EPA h a s  n o t  a t t e m p t e d  to  d e f i n e  "small  q u a n t i t i e s "  
q u a n t i t a t i v e l y .  The Agency 's  d e f i n i t i o n  of: "siha21. .~~~.  . . . , 

q u a n t i t i e s "  r e c o g n i z e s  t h a t .  the' q , u a n t i t y  of a c h e m i c a l  
s u b s t a n c e  needed for  leg i t imate  R6D a c t i v i t i e s  . v a r i e s '  

t h e  subs tance ,  and ' t h e  na t ;u re  and s t a g e ,  of R&D (e .q. ,  
80 ,000  b a r r e l s  of . c r . ude  s h a l e  0i.X produced  i n  a p i l o t  
p l a n t  ope;ration,, 500 pounds o'f a r e s i n '  p rbdueed:  fo r  

5 . .  . pe r fo rmance  ees'king,. and 1 pound of . a  d y e . ' a d d i t i v e  
deve Ioped  a' t ,  t h e .  1obor .a tocy.  s t a g e  may. a l l  q'ual i fy  a s  
**sma1~ gua ,n t i . t i es" .  r e i a t i v e .  t o  the respective c6mmercia1 
a c t i v i t y )  . 

. c o n s i a e r a b l y  . w i t h  . , the  c a t e g o r y  o f . . s u b s t a n c e ;  " t h e .  u s e  of  .. 

' 

' ;2. Manufac tu re r s .  may i n  .some ,cases p r o d u c e  -'exc&gs ' m a t e r i a l  
.for R&D' wi th0u . t  v i q l a t i n q .  t h e  r e q u i r e m e n t  t . h a t  o n l y  

' .-small q u a n t i t i e s  be produced..  F o r  example ,  'a t e s t  of . 
proc'esS . c o n d i t i o n s  may l ead . . t o  the p r o d u c t . i o n , : o f  more of 
a ,E ' ina l  pr.0duc.t , t h a n  .is s t . . r i c t l y  'necessary' for  ' e f f i c a c y  
tes;ti,r$g;; ' s i ~ i l ' a r . . l y , '  b a t c h  p r o c e s s i n g  'may lead;, t'u 
. p roduc t i . on  of.more, of. a subsi ia i lce '  than i s '  needed ' .  €or  

' I perf0rmanc .e  t e s t i n g .  The. d i s p o s i t i o n  .of  such'eicess 
' .  mat-erial'i's'd'iscussed i n  sectioti 720.36(d)&(e) of the ; 

PMN r u l e ,  'and i n .  p a r t  G .beTow. 

' M.anufac tu re r s  of . l - P v i n g  mic roorgan i sms  w i l l  ' n o t . . q u a l i f y  
foe the 'exemption . fo r .  small .  q u a n t i t i e s  u s e . d ' , e x c l u s i v e l y .  

, f a t , ' .R&D."  Such , m a n u f a c t u r e r s - s h a u i d .  c o n s u l t  EPA's . '  . ' .. 

.. 

. .  
. .  

. .  . 

3 .  

S t a t e m e n t  of P o l i c y  on Mic roor san i sms  S u b j e c t  to t h e  

the T o x i c  .Subs t ' ances  C o n t r o l  A c t , ,  51 FR 23313, 
J u n e  26, 1986, e s p e c i a l - l y  paqe 23330.  

> . .  R o d e n t i c i d e  > . .  A c t  and 

E. Direct S u p e r v i s i o n  bv a T e c h n i c a l l v  Q u a l i f i e d  I n d i v i d u a l  ' 

. .  . .  . 

A' ' t e c h n i c a l l y  q u a l i f i e d . .  in.div.idua1: m u s t  ' d i r e c t l y .  s u p e r v i s e  
' a l l  stages of t.he' 'R&D-ac . t i v i t i e s  t h a t  o c c u r  unde-r  t h e  exempt ion  

f o r  RCD. 
i n d i v i d u a l ,  as ' a  p e r s o n ,  ,whose e d u c a t i o n ,  t r a i n i n g ,  o r  ' b x p e , r i e n c e ,  
or a. 'com.binat. . ion of t h e s e  f a c t o r s ,  p r e p a r e s  him or  h e r  t o '  
appreciate t h e  r i s k s  from e x p o s u r e  t o  a. c h e m i c a l  s . u b s t a n c e  and t o  
min imize  s u c h  r i s k s .  

' Sec .$ ion .  720'..3 ( e e )  ,of ' t h e  PMN, ru l e . ' deE ines ' . :Such  a n  . .  



There is no requirement that a technically qualified 
individual have professional certification or be physically 
present during testing, and more than one such individual may 
supervise activities involving a particular chemical substance. 
However, the manufacturer or importer must provide all 
individuals engaged in R&D with direct supervision that offers 
them the same level of protection as offered to workers engaged 
in R & D  in a laboratory. 

. F. -of R&D Substance% 

1. To be eligible for t h e  R&D exemption, chemical 
substances must be proquced exclusively for  R&D. No 
substance produced under the exemption for R&D or 
mixture containing that substance may be sold or used 
for any non-RbD commercial purpose, except those listed 
in section G below, unless the substance has completed 
PMN review, is granted a test market exemption, or 
qualifies for a low volume exemption u n d e r  . 
4 0  CFR 723.50. 

'2. ' Substances sold for. exclusively R&D p'urposes are 
eligible f o r  the R&D Gxemption. Manufacturers and 
processors may .derive compensation from the Sale of 

' substances on. which.R&D will. be conducted, 0.r from the 
s a l e  of substances such as laboratory reagents, chemical 
standards for analysis .in laboratories., or intermediates 
to be used in the production of R&D chemicals, without 
being subject to section 5(a) notification. requirements. 

G. U s e ,  Sale, and Disposal of Residual R&D Macerial 

Surplus' RbD mat.erial .which remains after RLD activities are 
complete. may',be disposed of,, sold, or used in, several ways 
without triggering PMN requirements. In each case, manufacturers ' 

and processors.must be able to 'demonstrate that the amounts of 
R&D substances produced weqe no greater than nece.ssary for R&D 
purposes, and they mu.st also  evaluate the potential risks 
associated with the us'e of the R&D substance. 

EPA permits the disposal of small quantities of R&D 
substances as wastes, i.e., in landfills or  by blending small 
quantities of RbD material into an industrial proc'ess stream, 
such as a refinery stream. A l l  disposal must be in accordance 
with local, state, and federal regulations, and any regulations 
under the Resource Conservation and Recovery Act that may apply. 
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. . "  .. ... . . .  . .  
. .  

: . Under ,$7 .20 .36(d)&(eL t h e  ' f o l l o w i n g  com,mercial u s e s  are. ', 
a l l o w e d  w i t h o u t  f i l i n g  a PMN: 

. ' a , .  The s a l e  o r  commercial u s e  of s u b , s t a n c . e s i o k  q i . x t u & s  

. .  . . .  , . .  

. .  . .  . .  . .  . .  

. c o n t a i n i n g  t h e  R&.D S u b s t a n c e  o n l y  . a s  an -im.nur.ity i f  t h e  
s u b s t a n c e s  w e r e .  g e n e r a t e d  i n  t h e  c o u r s e - . o f ,  I e g i t ' i m - a t e  , 

c h e m i c a l  s u b s t a n c e s  a's i n t e r m e d i a t e s  o r  p r o c e s s  a ids) . .  

The sale or commercial u s e  of +articles& i . n c o r p o r a t i n g  an 
RED s u b s t a n c e ,  i f  t h e  ' a r t ic les 'were  p roduced  i n  t h e  
course of l e g i t i m a t e  RfD. 

R&D ( i . e . ,  mate,rial p roduced  t h r o u a h - u s e  of R & D ,  . . . '  . .  

b. 

, .  . .  
0 EPA c o n s i d e r s .  ari i.tern t o  m e e t  the d e f i n i t , i o n :  of1,a.n 

"a r t i c l e "  if '  i t  i s  ma 'nufac tured  i n  a speci.fi.c shape '  . .  

o r  d e s i g n  for  a s p e c i f i c  end u s e  a p p l i c a t i , o n  .and . .  
t h i s  d e s i g n  i s  m a i n t a i n e d  as a n  e s sen t i a l . .  feature 
i n  the .  f i n i s h e d  p r o d u c t .  (See . d e f i n i t i o n  in 

. .  , .4O CFR 7 2 0 . 3 ' ( ~ ) . )  . .  

0 Examples- of a r t i c l e s  i n c l u d e  d y e d , c a r p e t s ,  p r i n t e d  
pape'r, m o l d a b l e  p l a s t i c  s h e e t s ,  and  p a i n t e d .  
a u t o m o b i l e s .  The c a . t e g o r y  of a r t i c l e s  does n o t  
i n c l u d e  m i x t u r e s  or l i q u i d s ,  s u c h  a s  p a i n t ,  or I , '  

i t e m s  whose s h a p e  i s  n o t  m a i n t a i n e d  i n  'a f i n a l  

a r t i c l e s ,  

. .  

. .  

. .  . p r o d u c t ,  su.ch a s  metal i n g o t s  ' o r '  p 1 a s t f . c  . h e a d s  . ' ': 
. .  . which  are' s u b s e q u e n t l y  m e l t e 8 , a n d  molded  i n t o .  

. .  . .  
. .  

. .  . .  c; Burn ing  of r e s i d u a l  R&D s u b s t a n c e s  as f u e l &  

d.  
. .  

Raac t . i ng  or  o t h e r w i s e  p r o c e s s i n g  r e s i d u a l  R&D m a t e K i ; & l  . ' ' I  

to  form o t h e r  ,chemical subs t ances  for cornmercia.1 . 'use .  ":: 
T h i s  inc ludes  such a c t i v i t i e s  as  t h e .  extraction of:.. ! . , . , ;  '. ' 

cainponent chemical s u b s t a n c e s ,  o r  r e a c t i n g  a c h e m i c a l  ', 

subs tance  t o  form o t h e r  chemical s u b s t a n c e s - f o r  
commercial use. 

, . . ..,' . . . .  
. .  

Any o t h e r  -commerc.$al u s e  of e x c e s s  material p r o d u c e d  du,ri .nb.  
1eq.itimate R&D is n o t  allowed. u n b i l  m a n u f a c t u r e r s  subm' i t  a PPIN..; 

Manu. fgc turers  'may t h e n ,  mak.e n o n - R & D  commercial u s e  of e x i s t . i h g  1 
i n v e n t o r y ' w i . t h o u t  s u b m i t t i n g  a n o t i c e  of commencement o f  ' .  
m a n u f a c t u r e -  (NOC). They m u s t  s u b m i t  t h e  NOC when t h e  s u b s t a n c e ' . . .  
i s . , fb rs t  m a n u f a c t u r e d  for n o n - R b D  comme.rcia1 p u r p o s e s ,  and 'no-t . ' 

H. , E v a l u a t i o n  and N o t i f i c a t i o n  of R i s k s  

f o r  t h e  c h e m i c a l  s u b s t a n c e ,  and  t h e ' r e v i e w  pe r iod  expires;:.: , . .  

.. . .  
. - .  

" b e f o r e  . t h a t  time 

S e c t i o n  5(h)(3) o f  TSCA r e q u i r e s  m a n u f a c t u r e r s  and  p r o c e s s o r s  
t o  n o t i f y  p e r s o n s  engaged  i n  R & D  of any  r i s k  to h e a l t h  w h i c h  may 
be  associated w i t h  t h e  s u b s t a n c e .  S e c t i o n  720.36 o f  t h e  PMN r u l e  
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, .  
" 

d e s c r i b e s  .t,he i n fo rma t : ion  which the.' manu€acture . r  'mus t  review t o  . 
evaluate . r i s k s  , e s t a b l i s h e s .  a'n exempt . ion for laborator..i+'s us.ing ' .  

n o t i f i c a t i o n  a p p r o p r i a t e  t o  d i f f e r e n t  s i t u a t i o n s .  
. m a n u f a c t : u r e r s  .aiust r e v i e w  i n f o r m a t i o n  i n  t h e i r  p o s s e s s . i o n .  o r '  ' 

c o n t . r o l ,  arid f i n a l  r u l e s  i s s u e d '  unde:t s e c t i o n s  4,, 5 ,  and. 6 of 
TSCA t o  d e t e r m i n e  r i s k s  t o  h e a l t h '  a s s o c i a t e d , w f t h . t h e . R & D  

' s u b s t a n c e .  
n o t i f ' i c a t i o n  o f  r i s k s .  ( , M a n u f a c t u r e r s ' a n d  processors of , , 

substances s u b j e c t . t o  S N U R s  should a l s o  p e r f o r m  t h i s  'review.) 

': p r u d e n t  l a b o r a t o r y  practices,  and  p r e s c r i b e s  t h e  ,method of 
I n  g e n e r a l . ,  

T a . b l e ' I 1  o u t l i n e s  ' t h e  r e q u i r e m e n t s  for e v a l u a t i o n  and 

EPA has n o t  p u b l i s h e d  r e g u l a t i o n s  or g u i d e l i n e s  s p e c i f y i n g  
p r u d e n t  laboratory practices, but  m a n u f a c t u r e r s  and  processors 
s h o u l d  follow p r o c e d u r e s  e s t a b l i s h e d  t o  control e x p o s u r e  to  known 
t o x i c  s u b s t a n c e s .  For g u i d a n c e ,  t h e y  s h o u l d  c o n s u l t  s u c h  
handbooks  as: N a t i o n a l  Resea rch  C o u n c i l ,  " P r u d e n t  P r a c t i c e s  fo r  
Hand l ing  Hazardous Chemica l s  i n  L a b o r a t o r i e s , ' '  N a t i o n a l  Academy 
P r e s s  ( 1 9 8 1 ) ;  and  U.S. Depar tment  o f  H e a l t h  and  Ruman S e r v i c e s ,  
" N I H  G u i d e l i n e s  for  t h e  L a b o r a t o r y  U s e  of Chemica l  Caxc inogens , "  
Washington ,  D.C.r Government P r i n t i n g  O f f i c e  (May 1 9 8 1 ) .  

- 
TABLE I1 

RJQUIRIXENB EKlR NCYME'ICATICN OF RISKS 

. .  . .  

tal0 must be Method. of Content of Authority '. 
Notified Notification Notification 

. .  . .  . .  . .  . .  . .  

Persons-.employed, Any Risk5 ,.associated 720.35(~&)(2) , ' 

by- a .Fi'm'''.for. appropriate . ' with €&I3 .substance* . .  

RfiD Work " means. . .  
. .  

Persons.nok i n  ln  wri t ing Risks associated . 720.36(~)(2)  ; 
a f im1.s ' employ with RslD substance* . . . .  
to whh ,it Requirement t ha t  
d i s t r ibu te s  R&D 
substances . '  ' 

.~ 
substance be used. 
only for R&D 

* In ..the case of workem i n  laboratoxies u s i g  prudent laboratory practices,. . ,  .. ' 

or, d is t r ibu t ion  frqn one such 'laboratory to another, EFA does, not -require':. 
evaluatron of r isks .  . 

. .  

' . . .  
. *  .. . 

. .  

. 

1 
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. I. Recordkeepinq  Requi rements  . .  

. .  . 
The PMN r u l e  h a s  e s t a b l i , s h e d  r eco rdkee i j i ng  Irequi.yeme.nts :to 

document: compl i ance  w i t h  c e r t a i n  key r e q u i r e v e n t & '  df'Xti6- R&D" " 

e x e m p t i o n . .  . T h e s e  r e q u f r e m e n t s  ,ar,e 'summarized i n , . T a b l e  -1f.I.. ~ 

Planuf acturers must keep records docCimenting' compliance with the ' 
r e q u i r e m e n t s . i m p o s e d  by .. . t h e  e x e m p t i a n . f o r  5 y e a r s .  

In: - a d d i t i d n  t o  t h e  specir ic. records r e q u ' i r e d  -by the rule, . 
n.anuf,acturers a n d  processors wh@'coqc lud& t h e y ' a r e  exempt from 
s , e c t i o n -  5 - (a )  n o t ' i d e  reaui.reme..nts f o r '  a '  c h e m i c a l ,  , s . ubs t ance  used.. 
for p u r p o s e s  ,of R&D s'houlid. he p r e p a r e d  to 'justify t h e  natura and  
scope of their ' a c t . i v i t : i . e s .  , They bear t h e  burd.en o f  p r o v i n g  t h e i r  
e l . i g . i b i 1 i t y  for t h e  Rt'D exekptioh, shou ld .  a q u e ' s t i o n .  a r i s e  

PMN.,. a S N U R ,  or the. exemption. f o r , ' R & D .  . 
' .  . c o n c e r n i n g  t h e - i r  -compliance- w i t h  the geneya3.- req,ufrement.s for  

. .  . .  

TABLE 111 ! 
l?ExmwE@ING 

t h  Must Keep Records Requirement Authority 

. .  . . .  
A l l  mSiKlf acturers Uskrq ' Copies.'of or c i t a t ions  .. ?2O,.?8( b) (1) \ i) & ( i'i } 
the R&D: exemption ,(except' to- in foqak ion .  reviewed 
labs: .usirq prudent . , to de tebdne  r i s k s  
lab practices ) ' Dxumentation of the  

nature 6 method of. 
r i s k  no t i f ica t ion  ' ' 

. .  

Labs' using .prudent ' % A m n t i t i o n  of 720.78(b) (ili) 
prudent lab p*actices.  ' 

I .  

lab practices 
. .  . .  

. . .  
.~ 

. .  , .  
. .  

Mamf act urevs cjist r ibu- Names and cy3dresses of . .720.78(b) (iv) . .  

). . 
. tiq R&D subst,am?eq 
to persons outside substance' ' .' 

t h e i r  anploy 
, 1 .  Amount, dis t r ibuted 
&pies 'of kitten 

not i f ica t ion  

those 'who ,received 

' ' Ident i ty  of substance 

. .  . .  . .  . 
. , 2  

. .  . , . .  

,*cord of, idec t i t y  .of 
'substance 

abduc t ion  ,voiime 
D i s p o s i  f i o n  

720.78(b) (.2) 
. .  

Producers of more ' '. 

than 100 . .  kcj/year . . . . .  

.... 
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* 
, T e s t  Marketins 

. .  * * 

A: Application and Approval Process . .  

1. . Section 5(h)(l) allows EPA, 'upon application,. to exempt 
a manufaqturer or processor from the requirements of 
section' 5(a) for t h e  manufacture ("manufacture" includes 
impqrt). or processing of a substance for test marketing 
purposes. 

, 

. .. . .  

2 .  . To approve a test marketing exemption applicatidn, EPA 3 

. .  , '  :must: find, on the basis of a showing made.by the 
applicant, that .the test marketing of .the substance'.wi&l 
not present an unreasonable risk .of inju.ry to health or 
the'enviroixnent. While applications need not be 
submitted in any specific form.,. %PA will n o t  approve the 
application unless i t  meets the section 5(h)(l)(A) . . 

. .  . , 'requirement ,that the applican't make a .  showing,, 
"satisfactory to the.Administrator,* that the test 
marketing presents no unreasonab1.e risk. 

3 .  ' Section 5 ( h j  (6) of TSCA requires EPA either to approve, 

approval or denial in t h e  FEDERAL REGISTER. . .  

or to deny a test. marke'tirig exemption app1ication:within 
4 5  days of its receipt, and to pdb1ish.a not'ice of , 

B. Scope' oE Test mrketinq 

Test marketing .i's described iri.the PMN rule, §720.3(gg), and . '  
the."lnventory 'Reporting rule, 9710.2 (b.b), as ,the distribution in 
commerce of.rio more than a predetermined amount of. a chemical 
substance, mixture, or article containing that chemical substake 
or mixture, by a manufacturer or'processor,. to no..more than a 
defined number of potential customers to explore: market 
capability in a competitive situation during a predetermined 
testing period prior t o  the broader distribution of that chemical 
substance, mixture, or article in commerce. ' . '  

Test.marketing differs from R&D in the following ways: 

1. Test marketing must be approved by EPA before it may 
occur. In any test marketing activity, the amount of, 
material produced and distributed, the number of 
potential customers to whom it is distributed, and the 
time period of the test must be specified to EPA in 
advance of distribution. 
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. .  . .  
. .  

, 
,2.. T e s t  m a r k e t i n g  i n v o l v e s -  d i s t r i b u t i o n  of ' a - . chemica . l  

substance in .commerce to a de;f in .ed 'mdrKst  to  evaluate' , , 

demand for ,  or customers ': a c c e p t a n c e  o f ,  t h e  s u b s t a n c e  
being tested.. R&D involves monito'red t e s t s  of the' 

C h a r a c t e r i s t i c s  of a s u b s t a n c e . .  

of t h e  exempt ion  for  R&D i n  40' CFR. S720.36 and'S720.78 ,  

. p h y s i c a l ,  chemical, .p rodu .c t ion  or per fo rmance  

. .  , .  . .  . .  
3. . T e s t  m a r k e t i n g  a c t i v i t i e s  need no t  meet 'the requirements 

. . .  . . , .  c,. w - 9 9  
M E A s )  and PMNs 

A number of TMEAs have been  acc,ompa.nied hy PMNs .fo.r  t h e ' s a m e  . 
' s u b s t a n c e .  EPA hs. c o n c e r n e d  t h a t  t h e  s imu;l ta .neous.  s u b m i s s i o n  of 
a TMEA and. a PNN for t h e  same. s u b s t a n c e  might . '  represeilt' a:n ' e f f o r t  
by. the. submi t 'ker  t o  o b t a i n  PMN. review. of a chemi.ca1 suhs . t ance .  I n  
4 5  d a y s ' , . - r a t h e r  t h a n -  t h e  ,90 days< ,provided by. s e c t i o n  5( 'a )  a f  
TSCA. .To discourage s u c h  a n  approach , .EPA will c l o s e l y  .examine 
i~ imu 1 tane .ous  s.ubm i sk ions to' d e  t e,rm.i n e  . if  g'e nu i ne. t e s t  . m a r k e t i n g  

denied.  . .  

, 

' a c t i v i t y  is i n v o l v e d ;  i f  . i t  is no. t ,  t h e  a p p l i c a t i o n  .will be 

*. , *  
. ,  

* 

. .  FOR ADDITIO-ML INF-, . .  
. . ,  

For" f . u r t h e r  i n f o r m a t i o f i , o n  TSCA s e c t i o n  . 5 (h )  (3.). . a n d ' - t e s t -  
m a r k e t i n g  .exempt ions  and  f o r  c0pie.s of,. f u t u r e '  New Chemical 
Info rma t i on  Bu 1 1 e t i n s  c o'n t ac t : . .  . .  

TSCA A s s i s t a n c e  Off ice  
O f f i c e  of Tox ic  S u b s t a n c e s  (TS-799)  
E n v i r o n m e n t a l  P r o t e c t i o n  Agency 
401 M Stree t ,  ST.? 
Washington ,  D.C. 2046 0 
Telephone:  202-554-1404 


